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C APRISA acknowledges and thanks 
the FEM-PrEP team for undertaking 

this critically important high quality 
study and providing important interim 
results to guide future HIV prevention 
research.  
 
     Since tenofovir gel prevents HIV in 
women and Truvada® tablets prevent HIV 
in men who have sex with men (MSM), it 
was hoped that Truvada® tablets will pre-
vent HIV infection in women. The FEM-
PrEP trial has established that it is not able 
to demonstrate a protective 
effect of Truvada® tablets 
and one possible interpreta-
tion of the study’s interim 
results are that Truvada® 
may not be as effective in 
preventing HIV in women 
compared to its proven effec-
tiveness in preventing HIV 
infection in MSM. 
 
     Professor Salim Abdool Karim, Director 
of CAPRISA and Pro Vice-Chancellor 
(Research) at the University of KwaZulu-
Natal said that “Science does not always 
produce the answer we hope for.  Thanks 
to this important trial, we will be able to 
better understand when, why and how 
antiretroviral drugs do and do not prevent 
HIV.  I look forward to seeing the complete 
results and, in particular, an analysis of 
whether the drug levels in the female geni-
tal tract provides any clues to the study’s 
outcome.”  
 
     The FEM-PrEP trial marks a major 

point in the field of HIV prevention 
and its detailed analyses are 

likely to have to marked in-
fluence on future HIV re-
search. CAPRISA wishes 
the FEM-PrEP team well in 
the intensive task of clos-

ing the study and undertak-
ing the detailed analysis, which 

are patiently awaited. 

     FEM-PrEP is a phase III randomized, 
placebo-controlled, clinical trial designed to 
assess the safety and effectiveness of a 
daily oral dose of Truvada® for HIV preven-
tion among women. Truvada® combines 
two antiretroviral drugs - tenofovir diso-
proxil fumarate (TDF 300 mg) and emtricit-
abine (FTC 200 mg) - into a single daily 
pill, which has been proven safe and effec-
tive as a treatment for HIV-infected people. 
Truvada® prevents HIV from reproducing 
itself in HIV infected people. The purpose 
of the FEM-PrEP trial was to test whether 

daily oral Truvada® could also 
be used safely and effectively 
to prevent HIV infection - an 
approach known as pre-
exposure prophylaxis (PrEP). 
 
     HIV-negative women be-
tween the ages of 18 and 35 
who were at higher risk for 
HIV infection volunteered to 

take part in FEM-PrEP. The trial was con-
ducted at four sites in three countries: 
Bondo, Kenya; Bloemfontein and Pretoria, 
South Africa; and Arusha, Tanzania.  
Study participants were randomly assigned 
to receive either Truvada® or a placebo 
pill. All participants received monthly indi-
vidual risk-reduction counseling, free con-
doms, and free treatment for curable sexu-
ally transmitted infections. In addition, they 
had a pregnancy and HIV test monthly.  
 
     The main outcomes in the trial are the 
numbers of HIV infections, side effects and 
pregnancies in women assigned to Tru-
vada® compared to those assigned to pla-
cebo. 
 
     Following a scheduled interim review of 
the FEM-PrEP study data, the Independ-
ent Data Monitoring Committee (IDMC) 
advised that  the FEM-PrEP study  will be  
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“Science does not always 
produce the answer we 
hope for.  Thanks to this 
important trial, we will 
be able to better under-
stand when, why and how 
antiretroviral drugs do 
and do not prevent HIV. “ 

Interim FEM-PrEP trial results provide 
new insights on HIV prevention  

 
In this issue... 

 
    The lead story for 
this issue of the news-
letter focuses on the 
announcement that the 
Fem-PrEP trial is to be 
closed prematurely 
due to futility. 
 
     The CAPRISA mu-
cosal immunology 
workshop, which 
aimed to map out    
CAPRISA’s new  
mucosal immunology 
research agenda, is 
outlined on page 2. 
 
   On page 3 we briefly 
describe the recent 
visit from the NIH rep-
resentatives to discuss 
the Clinical Trial Unit 
(CTU) recompetition 
and the visit from the 
FHI’s Protection of Hu-
man Subjects Commit-
tee.  
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Planning CAPRISA’s mucosal immunology  
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A  mucosal immunology workshop was hosted by 
CAPRISA at the Endless Horizon’s hotel in 

Umhlanga, Durban from 11-13 April 2011.   
 
     The purpose of the workshop was to establish a col-
laborative research agenda within CAPRISA’s Tenofovir 
Research for AIDS Prevention Science (TRAPS) Pro-
gram.  Specifically, available CAPRISA data from the CA-
PRISA 002 Acute Infection study and CAPRISA 004 teno-
fovir gel trial were discussed in order to develop synergies 
across the various disciplines represented at the work-
shop in order to map out a mucosal immunology research 
agenda for CAPRISA.  
 
     The workshop was attended by several local and inter-
national researchers and collaborators from CAPRISA, 
the University of KwaZulu-Natal, the University of Minne-
sota Medical School, CONRAD, the University of Cape 
Town, the National Institutes for Health, the National Insti-
tute for Communicable Diseases, and the Ragon Institute 
of Massachusetts General Hospital, MIT  & Harvard  Uni-
versity and the HIV Pathogenesis Programme. 
 
     The 3-day workshop began with an overview of the 
CAPRISA 004 tenofovir gel trial results and unanswered 
questions. A session dedicated to understanding mucosal 
inflammation and HIV acquisition included presentations 
by Ashley Haase on “Early mucosal events in HIV infec-
tion” and by  Gustavo Doncel on “Markers of genital mu-
cosal alteration and risk of HIV infection”. These presenta-
tions were followed  by an overview of  genital inflamma-
tion in the CAPRISA 004 tenofovir gel trial by Lindi Rob-
erts and  Lenine Liebenberg.  The afternoon session in-
cluded presentations by Anita Naicker on localizing HIV 
infection  and  tenofovir in mucosal cells in CAPRISA  004 

and novel technologies to characterize mucosal immune 
responses by Douglas Kwon. Nonhlanhla Nono Mkhize 
presented an overview of neutralizing antibodies in 
plasma and CVL in the CAPRISA 004 trial. The final ses-
sion of the day focussed on potential agents for the next 
generation of combination microbicide gel including an 
overview of anti-inflammatory agents, glycerol monolau-
rate (GML) and a lactobacillus microbicide for prevention 
of inflammation. 
 
     The first session on day 2 was dedicated to clinical 
markers and outcomes. Sengeziwe Sibeko provided data 
on the clinical disease progression in CAPRISA 004 sero-
convertors, while Lise Werner provided data on the rela-
tionship between tenofovir levels at seroconversion and its 
impact on disease progression and  Carolyn Williamson 
shared her data on transmitted virus diversity.  
 
     The final session on day 2 was focussed on systemic 
immune responses. Marcus Altfeld presented on “Early 
Innate Immune responses: influences on disease progres-
sion” while Vivek naranbhai presented on “Systemic in-
flammation and HIV acquisition in CAP004” and the  
“Characterisation of the microbiome of the female genital 
tract”.  Data on CD4 responses in acute HIV infection in 
CAPRISA 004 participants was presented by Marianne 
Mureithi and the final presentation was by Bruce Walker 
on “What should we expect in T-cell responses following 
acute infection during tenofovir/ARV use?”. 
 
     This productive and thought-provoking workshop was 
concluded with a half day dedicated to discussion and 
planning on the way forward for the mucosal immunology 
research agenda at CAPRISA. 

Attendees of the CAPRISA Mucosal Immunology Workshop included: seated (L-R): Ashley Haase, Laurel Lagenaur, Bruce Walker, Salim Abdool 
Karim, Quarraisha Abdool Karim, Gustavo Doncel, Marcus Altfeld, and Douglas Kwon. Middle row (L-R): Natasha Samsunder, Tanuja Gengiah, 
Anneke Grobler, Ayesha Kharsany, Lise Werner, Thumbi Ndung’u, Carolyn Williamson, William Carr, Victoria Kasprowicz, Marianne Mureithi, 
and Cheryl Baxter. Back row (L-R): Vivek Naranbhai, Nono Mkhize, Lenine Liebenberg, Jo-Ann Passmore, Lindi Roberts, Sengeziwe Sibeko, Anika 
Naicker, Nelisile Majola, Eugene van der Lingen, and Angela Carr-Hartley 



Discussing the Clinical Trial Unit  
recompetition with NIH  

 
 
 
 
 
 
 

 
 

Representatives from FHI’s PHSC 
visit CAPRISA 

Fem-PrEP trial  
results 
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        Continued from page 1….. 
highly unlikely to be able to demonstrate 
Truvada®’s effectiveness in preventing 
HIV infection in the FEM-PrEP study 
population even if it continued to its origi-
nally planned conclusion. FHI therefore 
decided to initiate an orderly closure of 
the study over the next few months. The 
final analyses have not yet been con-
ducted.  At this time, it cannot be deter-
mined whether or not Truvada® works to 
prevent HIV infection in women. 
 

     Only preliminary FEM-PrEP data as 
of 18 February 2011 are available at this 
time: 
 About 90 % of the participants were 

retained in the study. 
 Adherence to study product was ap-

proximately 95 % when the study 
product was available for use 

 The HIV incidence rate was 5% per 
year 

 28 of the 56 HIV infections occurred 
in women assigned to Truvada® and 
28 occurred in women assigned to a 
placebo pill. 

 The overall pregnancy rate was 9%. 
 Pregnancy rates were higher in 

women in the Truvada® arm com-
pared to women assigned to the pla-
cebo arm. This was unexpected and 
inconsistent with known drug interac-
tions involving tenofovir (TDF) and 
contraceptive hormones, and with 
known metabolic effects of emtricit-
abine (FTC). Possible explanations 
include differential pill adherence by 
group, previously undefined drug-
drug interactions, chance, or a combi-
nation of factors (including yet un-
known factors). 

 The use of Truvada® was associated 
with some known side effects that 
were not serious. 

 

     Further analyses of the data are not 
expected until several months from now.  
 
 

For more information regarding the 
FEM-PrEP clinical trial please contact 
Beth Robinson, associate Director, 
Project Communications E-mail: 
brobinson@fhi.org  

Steated (L-R): Steve Shaber and Sara Tenorio, standing (L-R): Doug Was-
senaar, Marian Swart, Susan Dull, and Salim Abdool Karim 

Seated (L-R): Edward Handelsman, Mary Kirker and Manizhe Payton , stand-
ing (L-R): Thola Bennie, Marian Swart, Cheryl Baxter, Nesri Padayatchi, 
Sunita Panday, Quarraisha Abdool Karim, Janet Frohlich, Devenie Latch-
man, Nasrin Amla, Daya Moodley, Day Munatsi, Kogieleum Naidoo, Ayesha 
Kharsany and Tanuja Gengiah 

R epresentatives from the NIH, including: Manizhe Payton, Director of the 
Office of Clinical Site Oversight, Mary Kirker, Branch Chief of Grants 

Management, and Edward Handelsman, Chief of the International Maternal 
Adolescent Pediatric Branch Therapeutics Research Program visited and met 
with key CAPRISA staff on March 23, 2011 to discuss the upcoming NIH 
Clinical Trial Unit (CTU) recompetition. Topics covered included size and 
scope of CTUs, role of international sites and funding. Other scientific issues 
discussed included: network scientific agendas, integration and retention of 
junior Investigators, and incorporation of scientific ideas from Non-Network 
Investigators. While in South Africa, the NIH team also visited with other 
South African researchers in Durban, Johannesburg and Cape Town who are 
currently participating in Network-related studies funded by the NIH.  

T he chair of FHI’s Protection of Human Subjects Committee (PHSC), 
Steve Shaber, accompanied by the PHSC Manager, Sara Tenorio, and a 

member of FHI’s Board of Directors, Susan Dull, visited CAPRISA on the 7 
April 2011 and met with key staff from the CAPRISA 004 study team mem-
bers and toured the eThekwini site. During their time at CAPRISA they had 
an opportunity to observe screening, enrollment and the informed consent of 
a participant enrolling into ongoing trials. In addition to visiting the CAPRISA 
site, the purpose of their trip to Africa between 4-15 April was also to visit a 
few of the FEM-PrEP sites during their trip, including the Setshaba site in Pre-
toria and the Bondo, Kenya site.  
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CAPRISA is an official 
research institute of the 
University of KwaZulu-

Natal. 
CAPRISA was established 
in 2002 through a CIPRA 
grant from the NIH, as a 

multi-institutional collabora-
tion, incorporated as an 
independent non-profit 

AIDS Research Organiza-
tion  

 
Registration Number: 

2002/024027/08 
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    Deadlines 

Conference 
dates 

Abstracts 
Registra-
tion 

website 

6th IAS Conference on 
HIV Pathogenesis, Treat-
ment and Prevention 

17-20 July, 
2011 

23 May 
(late 
breaker) 

24 Febru-
ary 2011 

www.ias2011.org/ 

     

4th SA AIDS Conference  
7-10 June 
2011 

28 Janu-
ary 2011 

20 May 
2011 

http://www.saaids.com/ 
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